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DETAILED ACTION 

Specification 

1 . The abstract of the disclosure is objected to because an abstract may not exceed 
150 words in length. Correction is required. See MPEP § 608.01(b). 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 15 and 16 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Burd ©fa/. (5,304,348). 

With respect to claim 15, Burd shows a device for measuring an analyte in 
a fluid (column 2, lines 36-41 ), the device including a flow path for the fluid 
(various passages and chambers, column 7, lines 22-38), a predetermined 
amount of calibration analyte arranged on the path such that the calibration 
analyte mixes with the fluid that passes it to form a calibration sample (from 
mixing chamber, column 7, lines 52-68), a first detector means for detecting a 
level of an analyte (optical analysis, column 8, lines 16-49), and a second 
detector means for detecting the calibration analyte (measurement of dilutant, 
column 8, lines 1-10). 

With respect to claim 16, Burd teaches the calibration analyte to be a 
substance not normally present in the fluid (column 7, lines 39-68). 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 32 and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Burd. 

With further respect to claim 32, as applied above, Burd teaches using the 
calibration analyte as a reference during optical analysis of the fluid (column 8, 
lines 1-49). It would have been obvious to one having ordinary skill in the art 
when the invention was made that depending on the type of calibration analyte 
added to the fluid, the characteristics of said fluid would be substantially 
changed, in terms of dilution or other properties, wherein the results would have 
to be adjusted accordingly, depending on the property being tested. 

With respect to claim 33, Burd teaches the calibration analyte to be a 
substance not normally present in the fluid (column 7, lines 39-68). 

6. Claims 17 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Burd, in view of Sage (2003/0143746). 

With respect to claims 17 and 34, Burd, as applied above, does not show 
the use of the claimed enzyme materials as a calibration analyte. However, Sage 
discloses a similar system in which an enzyme is mixed with blood and the 
concentration of glucose is measured (paragraph [0028]). It would have been 
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obvious to one having ordinary skill in the art at the time the invention was made 
to use any relevant enzymes or reactants corresponding to the constituent or 
analyte being measured by the device. 

Allowable Subject Matter 

7. Claims 1 -1 4, 20-31 , and 35-41 are allowed. 

8. Claims 18 and 19 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 

9. The following is a statement of reasons for the indication of allowable subject 
matter: 

With respect to claims 1 and 25, Burd, as applied above, fails to show 
detecting respective analyte levels in an unadulterated sample of the fluid and in 
the calibration sample. Burd only shows measuring a mixed sample for both an 
analyte and a calibration analyte (see above). Further, Sage only shows the 
measurement of a mixed sample for a particular analyte (paragraph [0031 ), but 
does not show using the same or different detectors for measuring mixed fluids 
as well as an unadulterated sample. 

Claims 2-14, 20-24, 26-31 , and 35-41 are allowable for reasons of 
dependency upon claims 1 and 25. 

With respect to claims 17 and 34, Burd, as applied above, does not show 
the use of a substrate of the enzyme class of oxidoreductases acting on the CH- 
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OH group of donors with oxygen as an acceptor or a substrate of a synthetic 
enzyme such as a catalytic antibody. 

With respect to claims 18 and 19, Burd, as applied above, does not 
specifically show the location or orientation of the detection means for measuring 
the calibration analyte or the fluid containing the analyte to be measured. 
However, Figure 1 appears to show the cuvettes (24) used to optically measure 
the analyte to be used in a measurement external to the device and thus not 
along a path with the means for measuring the calibration analyte (column 8, 
lines 1-10). Further, Sage does not show using two different detectors arranged 
on a channel of a flow path for measuring mixed fluids as well as an 
unadulterated sample. 

Conclusion 

10. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARK R. GAWORECKI whose telephone number is 
(571)272-8540. The examiner can normally be reached on Tuesday through Friday, 
6:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dave Porta can be reached on (571) 272-2444. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/MG/ 

30 July 2008 
/David P. Porta/ 

Supervisory Patent Examiner, Art Unit 2884 



